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EN1. FOREWORD
Medical regulators are medical devices classifi ed as class IIb according to the Medical Device 
Directive 93/42/EEC. Their compliance with the essential requirements of 93/42/EEC Medical 
Device Directives is based upon EN 10524-1 standard.

2. INTENDED PURPOSE
The function of the Medireg is to connect to a gas cylinder and reduce/regulate the pressure 
from the cylinder at 137 Bar/200 bar down to a useable a 4 Bar supply or 5 bar for Entonox. 
The output is not fl ow-controlled. 
The Dialreg has the same function: to connect to a gas cylinder and reduce/regulate the 
pressure from the cylinder down to a useable 4 Bar supply. The output side of the regulator at 
4 Bar is fl ow-controlled on a metering drum that has pre-set fl ow rates.
Medical gases controlled by these regulators are oxygen, air, O2/N2O which are intended to be 
delivered to the human body for medicinal purposes.

2.1. INTENDED PATIENT POPULATION 
Medical regulators are approved for use in healthcare facilities. They are intended for all 
patients, regardless of their gender or age.

2.2. INDICATION
With regards to the product’s characteristics and purpose, the indication cannot be provided 
since the product does not incorporate medical gases and the only purpose of the device is to 
open or close the gas source.

2.3. CONTRAINDICATIONS
There are no direct contraindications of the device. The source of gas is the source of 
contraindications, and the doctor must decide whether the gas is correct for the patient and 
how much gas the patient needs.

3. PERSONNEL INSTRUCTIONS
The Medireg should only be used by hospital personnel instructed and trained in its use.
Read all instructions before using. DO NOT USE the Medireg or Dialreg if you do not understand 
the instructions given in these Instructions for Use.

4. OPERATIONAL, TRANSPORT AND STORAGE SAFETY 
REQUIREMENTS
Always maintain oxygen cleanliness standards. *

Keep the product and its associated equipment away from *:
•  heat sources (fi re, cigarettes, etc.). DO NOT smoke in an area where oxygen is fl ammable 

materials;
• water;
• dust;
• oil or grease (take a great care in the use of hand creams); and
• any non-recommended lubricants, as pressurised oxygen and oil may ignite. *

ENGLISH
INSTRUCTIONS FOR USE: MEDICAL REGULATORS (MEDIREG 
& DIALREG RANGE)

*Always follow recommended procedures, including the guidance given in HSE document ‘Take Care with Oxygen’.
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Leak detector sprays/solutions unauthorised by Therapy equipment Ltd should not be used 
on the product. Unauthorised sprays/solutions may have a detrimental e� ect on the plastics 
used.

The product and its associated equipment must be prevented from falling. ALWAYS secure 
the cylinder using a cylinder ring, cradle, or trolley.

Only use the product and its associated equipment in well-ventilated areas. ALWAYS keep the 
cylinder valve closed and vent pressure from the regulator when not in use.

ALWAYS store product in a clean environment when not in use.
Before initial use, the product shall be kept in its original packaging. It is recommended that the 
original packaging is used (including internal sealing bag and caps) if the product is withdrawn 
from operation for transport and storage. Statutory laws, rules and regulations for medical 
gases, accident prevention and environmental protection must be observed.

OPERATING CONDITIONS

MAX

-20 °C +60°C

STORAGE CONDITIONS

As regulators intended for use with a mixture of medical gases, O2+N2O’s lower operation 
temperature limit is +5°C. During normal use, the fl ow outlet and pressure outlet will 
sometimes have a frosty appearance. This is a normal physical reaction in the valve, due 
to the gas going from high pressure to low pressure (Joule Thompson etc.). Ensure that all 
equipment is connected to the valve by at least a 2-metre hose.

5. MEDICAL DEVICE DESCRIPTION 
FIG. 1: Medireg Regulator 
FIG. 2: Dialreg Regulator
The Regulator acts as a pressure-reducer: gas from the cylinder valve passes through the pres-
sure regulator to the user outlets.
A - INLET STEM
Regulator is fi tted to the medical cylinder valve by mean of an inlet stem. The stem can be bull 
nose type (male thread), or pin index type. 
B - INLET PRESSURE INDICATOR
The regulator is fi tted with a pressure indicator which is intended for cylinder gas content indica-
tion only, not for measuring purposes. 
C, D – FLOW-METERING DEVICE AND FLOW OUTLET
Therapy Equipment Ltd. regulators can be supplied with a fl ow-metering device: fl ow control 
knob “D.” This function is used to supply a gas fl ow (l/min) at atmospheric pressure directly to the 
patient through the fl ow outlet “D,” e.g., through a cannula or a face mask.
The fl ow outlet “D” can be hose nipple (for cannula or mask) or outlet with thread (for humidifi er).
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The fl ow outlet shall not be used for driving any medical device.
E - PRESSURE OUTLET
The regulator may be fi tted with a pressure outlet. The pressure outlet is the outlet directly from 
the low-pressure chamber. Two types of the pressure outlet can be used.

Pressure outlet I is fi tted with a gas-specifi c medical quick connector, also called a “quick cou-
pler.” The user can connect another medical device to this outlet with a gas specifi c male probe. 
The quick connector self-seals when the male probe is disconnected. This outlet is for supplying 
gas at a controlled pressure to power medical devices, e.g., medical ventilator.

Pressure outlet II is fi tted with a threaded connector. The regulator with this type of pressure 
outlet shall only be an integral part of a medical device (e.g., emergency ventilators, anaesthesia 
devices, etc.)

Note also that the medical device colour (in particular the fl ow control knob) might not be gas-
specifi c colour coded. 

5.1. VARIANTS
The Therapy Equipment Medical Regulators consists of the following types:

1. Standard Regulator (Medireg) 
• Supplies a fi xed outlet pressure of 4 bar (oxygen or air) or up to 5 bar (“Entonox”).
• 3/8” or Schrader Valve outlet.
• Inlet connection for use with oxygen, medical air or O2/N2O “Entonox” gas with bullnose or 

pin index fi ttings available (Entonox – pin index only).
2. Dial Type Regulator (Dialreg)

• Supplies a fi xed outlet pressure of 4 bar. This, however, is through a ‘dial type’ fl ow device 
to select a fl ow rate.

• Dialed fl ow device fi tted to top of the unit as an integral part with a fl ow range from 0 to 25 
lpm. Diff erent ranges within this are available.

• Inlet connection for use with oxygen or medical air with bullnose or pin index fi ttings 
available.

5.2. TECHNICAL SPECIFICATION
Inlet Pressure   - Up to 200 bar.
Outlet Pressure  - 4 bar (O2/air): up to 5 bar (O2/N2O). 
Safety Valve blows off   - 6-8 bar.
Flow Tolerances  - Per BS EN ISO 10524-1:2019.
Accuracy   - +/- 10% of indicated fl ow or +/- 0.5LPM 
whichever     is the greater. The accuracy of units with a  
     maximum fl ow of 1 LPM shall be within +/- 10%  
     of the full scale.

6.  INSTRUCTIONS FOR USE
Remove the Medireg or Dialreg  from the packaging and inspect for damage. If there is any 
damage, DO NOT USE, and contact Therapy Equipment Ltd.
1.  Make sure that the regulator is clean, in good condition, free from any visible damage 

(including labelling), free from any contamination, and free from oil or grease. If there are any 
visible issues, remove from service and identify the device’s status.

2. Check that the total life of the medical device and gas cylinder have not been exceeded. If 
lifetimes have been exceeded, remove from service, and identify status.

3. Ensure that the fi ttings on the cylinder to be used are compatible with requirements and also 
with the type of Medical Regulator being used.
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4. For bullnose type, ensure O Ring seal is fi tted to the bottom of the bullnose stem. Screw 
the regulator into the female thread on top of the cylinder and ensure that the handwheel is 
hand tight. Please note that overtightening will damage the bullnose seal and may lead to 
problems in detaching the regulator from the cylinder.

5. For pin index types, pass the yoke over the top of the square pin index valve on top of the 
cylinder. Ensure that the gas identifi cation pins in the pin index yoke engage in the location 
holes in the pin index valve on the cylinder, to ensure the correct gas type is being used. 
Check that the bonded seal (Bodok Seal) is correctly situated on the yoke inlet, between the 
cylinder valve and yoke. Tighten the yoke on to the cylinder valve using the screw at the back 
of the pin index yoke, ensuring that the point of the securing screw meets with the indent on 
the cylinder valve.

Fitting the regulator with too high a torque to the cylinder valve may result in damage. During 
fi tting, do not apply torque/load to any other part of the medical device.

6. Turn the cylinder on slowly with the appropriate cylinder key and check for any apparent 
leakage (audible gas escaping). If leaks are found, then turn the cylinder off , and return to the 
hospital department responsible for regulator maintenance or the manufacturer.  (Turning the 
cylinder on quickly increases the danger of fi re or explosion arising from oxygen pressure 
shocks).

7.  Ensure that the pressure gauge on the front of the Regulator is registering the cylinder 
pressure.

DO NOT use the pressure regulator if the content pressure is below 25 bar!
8. When the Regulator is not in use, ensure that the cylinder is turned o� , and any residual gas 

within the regulator vented into the atmosphere.
9. When removing the regulator from the cylinder, ensure that the gauge is not registering any 

pressure. Attempting to remove a pressurised regulator is dangerous. It will cause the unit 
to be very diffi  cult to remove and apply undue pressure to the bullnose stem fi tting in the 
regulator.

6.1. SPECIFIC INSTRUCTIONS FOR USE
MEDIREG
1. Ensure that, before turning the cylinder on slowly, the secondary product being used to 

deliver gas is connected to the 3/8” outlet
2. When not in use, turn the cylinder o�  and empty any residual gas in the Regulator by 

venting the secondary equipment into the atmosphere.
DIALREG
1. Ensure that the control knob is set to OFF before turning the cylinder on slowly.
2. Some stiff ness in operation will be experienced when moving the Dialreg control knob 

before the cylinder is turned on.
3. Turn the Dialreg control knob, on the top of the unit, clockwise until the fl ow rate required 

lines up with the tubing nipple outlet and ensure that there is a gas fl ow. Push the patient 
tubing over the tubing nipple outlet. NO GAS IS DELIVERED BETWEEN SETTINGS.

4. 4. When not in use, turn the cylinder o� , and empty any residual gas in the regulator by 
turning the dial to fl ow and venting into the atmosphere.

CARE: The unit may become damaged and provide inaccurate fl ows if the end-user attempts 
to force the Dialreg control knob directly from OFF to 15LPM. The fl owrates should only be 
increased by turning the control knob in the indicated direction only.

PLEASE NOTE: THE MEDICAL REGULATORS (MEDIREG & DIALREG RANGE) ARE DESIGNED 
TO CONTROL HIGH PRESSURE GASES UP TO 200 BAR. IT IS THEREFORE EXTREMELY 
IMPORTANT THAT THE REGULATOR IS CHECKED FOR CONDITION PRIOR TO USE, AND 
THAT THE UNIT IS FULLY CHECKED OVER IF DROPPED OR DAMAGED IN ANY WAY.
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It is the responsibility of the end user to ensure that the correct type of Medical Regulator 
and fl ow rate is selected. Therapy Equipment accepts no responsibility for the selection of an 
incorrect regulator type or fl ow rate.

6.2. SPECIFIC INSTRUCTIONS AFTER USE
MEDIREG
After completion of the therapy follow the below steps.
• Turn off  the cylinder valve by turning the handwheel in a clockwise direction to the stop 

position. Do not use excessive force.
• Vent gas pressure from downstream associated equipment.
• Disconnect the male QC probe from the pressure outlet.
DIALREG
After use, follow the steps below to safely remove and store the medical device.
•  Turn off  the cylinder valve by turning the handwheel in a clockwise direction to the stop 

position. Do not use excessive force.
•  Reset the fl ow control knob to the “ZERO” position when the gas venting has ceased (valid 

for version with fl ow-metering device only).
•  Ensure the pressure indicator does not show any residual pressure.
•  Remove connections from user outlets.
•  Refi t pressure outlet and fl ow outlet protection caps. Before refi tting the caps, ensure they 

are clean.

7. CLEANING INSTRUCTIONS
The unit should be cleaned externally using a soft cloth dampened in oil-free, oxygen compatible 
soapy water and then thoroughly rinsed with clean water. The cleaning solution used must 
comply with oxygen cleanliness standards for oxygen devices. Disinfection can be carried out 
with an alcohol-based solution such as wiping the surface with an alcohol wipe. The used wipes 
should be safely disposed of after use.
If you suspect that the unit is contaminated, remove it from use, and refer the device to the 
appropriate department.
We do not recommend the use of detergent-based hard surface wipes.
If other cleaning solutions are used, check that they are not abrasive and that they are 
compatible with the medical device’s materials (including labels) and gas.
Always allow the unit to dry before use.

8. MAINTENANCE
The Medireg range is supplied with a 4-year Function Warranty, and requires full workshop 
reconditioning every 4 years i.e., all internal seals replacing. The unit should also be function 
and leak checked every year, and external seals replaced.

8.1. ANNUALLY
1.  Ensure the unit is in good condition and damage free.
2. Change the bullnose ‘O’ Ring (6304) on the bullnose nipple, and the Bonded Seal (6159) on  

 the pin index version. 
3. Connect regulator to cylinder and check that the gauge is functional
8.1.1. STATIC/DYNAMIC PRESSURE TEST (FOR UNITS WITH 3/8 OUTLET)
1.  Connect the regulator to the cylinder, and hand tighten the plastic handwheel (bullnose type) 

or the yoke screw (pin index type).
2. In the case of units supplied with 3/8” outlets, connect a fi ne adjustment valve and a calibrated 

10 bar pressure gauge  (NOTE: ensure that the Fine Adjustment Valve is in the open position 
before turning the cylinder on).

3. Turn the cylinder on slowly using either a bullnose or pin index cylinder key.
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4. Check the dynamic pressure (fl owing pressure) i.e., with fi ne adjustment valve open on the 
calibrated 10 bar gauge.

5. Check the static pressure i.e., with fi ne adjustment valve closed on the calibrated 10 bar 
gauge. Once settled, the needle should give a fi xed reading. Any movement in the needle, 
either up or down, over a period of time signifi es malfunction, requires investigation, and the 
regulator should be removed from use.

The above test should conform to the following:
Dynamic Pressure:  4 bar + 0.5/-0.4 bar @ 137 bar(g) at 15°C input pressure.
Static Pressure:         4 bar + 0.5/-0.4 bar @ 137 bar(g) at 15°C input pressure.

The above test should conform to the following for Entonox:
Dynamic Pressure:  5 bar + 0.5/-0.4 bar @ 137 bar(g) at 15°C input pressure.
Static Pressure:         5 bar + 0.5/-0.4 bar @ 137 bar(g) at 15°C input pressure.

For units without 3/8” outlets i.e., Dialregs, a static and dynamic pressure test is not possible 
without returning the unit to a workshop. We therefore recommend the following:
1. For units with 3/8” outlets fi tted, ensure that the outlet is occluded by a blanking plug.
2. For units without 3/8” outlets fi tted, ensure the connected fl ow device is in the OFF position.
3. Turn the cylinder on slowly using either a bullnose or pin index cylinder key.
4. Ensure that the regulator gauge is functional and is registering the approximate contents of 

the cylinder.
5. Turn the cylinder off , and leave the pressure retained within the regulator.
6. Leave for 10 minutes and ensure that there is no movement on the gauge needle. If there is 

movement, remove the unit from use and refer it to the hospital department responsible for 
maintenance or manufacturer.

7.  Once tested, vent regulator and detach any blanking plug from outlet.
8. Record Serial Number of product serviced.

Should either of these procedures reveal a function outside of specifi cation, then the unit 
should be removed from use, and returned to the workshop for servicing. In case of a unit less 
than 4 years old, the unit may be returned to Therapy Equipment Ltd under warranty for free of 
charge repair/reconditioning.

ALL UNITS MUST BE FULLY RECONDITIONED OR REPLACED EVERY FOUR YEARS – ANY 
UNIT FOUND TO BE EITHER OLDER THAN FOUR YEARS, OR HAVE HAD NO APPARENT 
RECONDITIONING WITHIN THE LAST FOUR YEARS, SHOULD BE REMOVED FROM USE 
WITH IMMEDIATE EFFECT.

8.2. FOUR YEAR RECONDITIONING OPTIONS
1.  The unit can be returned to Therapy Equipment Ltd for reconditioning. Full reconditioning 

involves the replacement of all internal working parts of the regulator, including the main 
valve seating and diaphragm. Any regulator reconditioned by Therapy Equipment Ltd will be 
returned with a new four-year warranty.

2. Trained/competent hospital equipment technicians can recondition the unit. Regulator 
Servicing Kits are available for each type of Medireg unit.

3. The unit can be renewed using our ‘New for Old Scheme’: discounted prices to remove old 
units for brand new units.

9. USE OF ANIMAL TISSUES/PHTHALATES
The Medireg & Dialreg range has not been manufactured using any animal tissue or phthalates.
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10. REACH AND ROHS
Product contains Lead.

In accordance with Article 33 of REACH, Therapy Equipment Ltd, as a responsible manufacturer, 
shall inform all customers if materials contain 0.1% or more of substances included in the list of 
Substances of Very High Concern (SVHC). The most commonly used brass alloys used for bodies 
and other brass components contain 2-3% of lead (Pb), EC no. 231-100-4, CAS no. 7439-92-1. 
The lead will not be released into the gas or surrounding environment during normal use. After 
the end of life, the medical device shall be scrapped by an authorized metal recycler to ensure 
effi  cient material handling with minimal impact on the environment and health. To date, we have 
no information that indicates that other materials containing SVHC of concentrations exceeding 
0.1% are included in any Therapy medical device.
The safety data sheet is available on request.

11. REPORTING OF SERIOUS INCIDENT
A suspected serious incident must be reported.
If any suspected serious incident has occurred in relation to this medical device, notify the 
manufacturer, e-mail: adverse_events@gcegroup.com, and the competent authority of the State 
in which the user and/or patient is established.
By reporting a suspected serious incident, you can help obtain more information about the safety 
of this medical device.

12. RISK ANALYSIS

RISK RISK ANALYSIS ACTION

Gas Leaking 
from Product A hissing sound will be heard

Check all external seals for tightness. If they 
appear to be in order, send back to hospital 
department responsible for maintenance or to the 
manufacturer.

Gauge Failure
Regulator will continue to 
function, but cylinder contents 
will not register on gauge

Return to hospital department responsible for 
maintenance or to the manufacturer to fi t new 
gauge.

Cylinder falls 
over with the 
Regulator 
attached

Regulator becomes damaged 
and ceases to function
Or
Regulator continues to function.

In all instances of possible accidental damage, 
return to the hospital department responsible for 
maintenance or to manufacturer for inspection.

TROUBLESHOOTING
Q Unit will not remove from the cylinder after use
A Ensure that the regulator has been fully vented prior to removal. Despite only being hand 
tight, the handwheel on the regulator will be almost impossible to move on a pressurised 
regulator.
PLEASE NOTE: The bullnose nipple has been fi tted using a torque pressure of 45-75Nm. If a 
pressure greater than this is applied during the removal of the regulator i.e., if the regulator 
has not been vented, and a force being used to remove the unit from the cylinder is great 
enough, it may be possible to loosen the bullnose nipple from the body and therefore allow 
full cylinder pressure to vent into the atmosphere.
Q The Pressure Relief Valve on the side of the unit appears to be venting.
A Pressure Relief Valve (PRV) is designed to vent pressure from the regulator should the unit 
become over-pressurised beyond approximately 7 bar (105psi). The venting of the PRV indicates 
a fault with the unit, and the unit must be returned to the hospital department responsible for 
maintenance or to the manufacturer.
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PLEASE NOTE: Under no circumstances should the setting of Relief Valve be adjusted. Only 
competent trained engineers are authorised to remove the Serial Number and expose the 
internal workings of the unit. Over setting of the Pressure Relief Valve is dangerous and can 
cause catastrophic failure.
Q The unit appears to be giving an incorrect pressure output.
A The unit does not contain any external pressure adjustment screw and is designed to give 
a set 4 bar (O2/air)/5 bar (Entonox) output pressure. The output of the regulator will vary slightly 
depending on the contents of the cylinder. However, should the unit supply pressure outside of 
tolerance, it should be reconditioned or returned to the manufacturer for investigation.

13. GLOSSARY

Consult instructions of use Suitable for Hospital care use

Caution Suitable for Emergency care 
use

Keep away from heat and 
fl ammable material SN Serial number

Keep away from oil and 
grease REF Catalogue number

Temperature limit LOT Batch code

Keep dry! EU Authorised Representative

Fragile, handle with care Year of Manufacture

Inlet pressure (P1) Manufacturer 

Outlet pressure (P2) Use by date

Medical Device
Take back medical device for 
recycling. Do not dispose into 
unsorted municipal waste. 

14. WARRANTY
The Standard Warranty period is two years from date of receipt by the GCE Customer (or if this 
is not known 4 years functional warranty from time of the product manufacture shown on the 
product). 
The standard warranty is only valid for medical devices when used according to Instructions for 
use (IFU) and general industry good practice and standards.

  Therapy Equipment Ltd Unit 1 Cranbourne Avenue, Cranbourne 
 Ind Est Potters Bar, Herts. EN6 3JN

          MedNet EC-REP GmbH, Borkstrasse 10, 48163 Muenster,                                      
   Germany
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